CardioTek, L.L.C.
43 East Lancaster Pike — Suite B~~~
Oxford, Pennsylvania 19363 SR
Phone: 610-998-2427 [
- SEp
: S0 ¢ 5,
August 11,2003~ _

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C Street, SW

Washington, DC 20204

RE: Notification of Additional Dietary Supplement Marketing Claims

Dear Sir/Madam:

Pursuant to 21 CFR §101.93 this is to notify you that CardioTek, L.L.C. will be
marketing a dietary supplement containing the structure/function claims as indicated
below. .

1. Name and Address of Manufacturer or Distributor:

Distributor: CardioTek, L.L.C.
43 East Lancaster Pike

Suite B

Oxford, PA 19363

2. Text of Statement:

The following statement will be made in marketing the product:

“This product:
» Provides the foundation for optimal vascular, cardiac, bone, and
immune system health.

. tm, . . . .
MegaVim "is a multifaceted dietary supplement that simultaneously delivers
four key formulas:

> Super Antioxidant Vitamin, Mineral, and Phyto-Nutrient Formula- 3
GELATIN CAPSULES - FOUNDATION SUPPORTIVE FORMULA

> Carni-Q-Gel® with Alpha Lipoic Acid and Vitamin E Formula- 1
SOFTGEL -FOR HEART SUPPORT
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Liquid Caicium and Magnesium Formula- 1 SOFTGEL - FOR BONE
AND VASCULAR HEALTH SUPPORT

» Omega 3 Fish Oil Formula- Cholesterol Free - 1 SOFTGEL - FOR
HEART, BRAIN, AND VASCULAR HEALTH SUPPORT

Descrintion of Dietarv Ingredient or Sunnlement
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in the attached nutritional mformatlon table.

Name of Dietary Supplement:

“Megavim’rM’,

Certification of Accuracy:

I, Karl Zimmerman MD, General Manager of CardioTek, L.L.C., do hereby
certify that the information contained in this notice is complete and accurate and

that Cardiotek, L.L.C. has substantiation that the statement to be made is truthful
and not misleading.




Nutritional Table

MegaVim™ Dietary Supplement Label
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